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1.  Your  paper,  entitled  Anticoagulation  Quality  Assessment  in  Patients  with 
Nonvalvular  Atrial  Fibrillation  (NVAF)  and  Comparison  with  Major  Trials  of 

Direct-Acting  Oral  Anticoagulants  presented  at  Texas  Society  of  Health-System 
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computer  file.  Please  advise  us  (by  phone  or  mail)  that  your  presentation  was  given.  At 
that  time,  we  will  need  the  date  (month,  day  and  year)  along  with  the  location  of  your 
presentation.  It  is  important  to  update  this  information  so  that  we  can  provide  quality 
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and  black  and  white  photos).  We  cannot  pay  for  reprints.  If  you  are  59  MDW  staff 
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ANTICOAG Lf LAT JON  QUALITY  ASSESSMENT  IN  PATIENTS  WITH 
NONVALVULAR  ATRIAL  FIBRILLATION  (NVAF)  AND  COMPARISON 
WITH  MAJOR  TRIALS  OF  DIRECT-ACTING  ORAL  ANTICOAGULATS 

(DOACs),  Rvan  B  Shaver1,  R.  Scott  Holuby1,  Thomas  C  Shank2,  San  Antonio  Military 
Medical  Center,  San  Antonio,  TX1,  Pfizer  Inc.,  San  Antonio,  TX2. 

PURPOSE;  The  benefits  of  warfarin  anti  coagulation  therapy  are  strongly  correlated  with 
the  ability  to  maintain  patients'  1NR  goal,  known  as  the  time  in  therapeutic  range  (ITR). 
TfR  is  reported  as  a  percentage  and  there  are  three  commonly  used  calculation  methods 
(traditional,  cross  sectional,  and  Rosendaal),  Differences  in  TTR  calculations  could  alter 
perceptions  about  the  effectiveness  of  warfarin  therapy. 

METHODS:  At  San  Antonio  Military  Medical  Center  (SAMMC),  wc  conducted  a 
retrospective  study  to  review  of  medical  records.  312  patients  w  ith  non- valvular  atrial 
fibrillation  (NVAF)  on  warfarin  therapy  who  had  an  1NR  goal  of  2-3  were  identified, 

TTR  was  calculated  using  the  three  different  methods.  The  primary  end  point  was 
difference  in  calculated  TTR  in  the  SAMMC  Anti  coagulation  Clinic  (ACC)  population. 
RESULTS:  IN R  data  were  collected  for  all  warfarin-treated  NVAF  patients  seen  in  the 
ACC  from  5  Jan  to  30  Dec  2015,  A  total  of  5580  1NR  values  for  312  patients  were 
included  in  the  analysis.  The  mean  (SD)  for  patient-level  TTRs  using  the  traditional  and 
Rosendaal  methods  were  68.5%  (66,6-70,4)  and  72.4%  (70.2-74.6),  respectively. 
Comparing  the  results  using  the  paired  t-test  resulted  in  a  significant  difference  between 
methods  (p  <0,0001 ).  ITie  cross  sectional  method  produced  a  TTR  of  74.4%,  All 
published  DO  AC  trials  used  the  Rosendaal  method  to  measure  TTR.  The  mean  (SD)  for 
the  Rosendaal  TTRs  at  SAMMC  and  published  in  the  ENGAGE-AF  TIMI  trial  were 
72.4%  (19.6)  and  64.9%  (18.7)  respectively;  these  means  were  significantly  different  (p 
<0,001 ).  Since  the  SD  was  not  reported  for  the  other  three  DO  AC  trials  (ARISTOTLE, 
RE-LY,  and  ROCKET-AF),  comparing  the  confidence  intervals  of  these  trials  showed  no 
overlap  with  SAMMC's  ACC. 

CONCLUSIONS:  f  or  patients  treated  at  SAMMC1  s  ACC,  there  was  a  significant 
difference  between  the  Rosendaal  T1R  and  traditional  TTR  and  between  the  traditional 
TTR  and  the  cross  sectional  TTR.  There  was  no  apparent  difference  between  the  cross 
sectional  and  Rosendaal  TTRs,  Although  significant  differences  were  seen  in  two  of  the 
three  TTR  comparisons,  this  alone  does  not  suggest  which  method  of  calculation  was 
most  accurate.  Each  method  has  strengths  and  limitations  and  all  three  methods  should 
be  used  to  help  determine  the  effectiveness  of  an  ACC,  The  ENGAGE-AF  1 1M1  has  the 
highest  TTR  of  the  DO  AC  trials  and  was  closest  in  value  to  our  patient  population,  yet 
the  TfR  was  still  significantly  lower  than  that  calculated  for  our  patients.  This  raises  the 
question  whether  the  effectiveness  of  the  DOACs  in  their  major  trials  can  be  directly 
compared  (i.e.  have  equal  effectiveness)  to  a  patient  population  with  a  greater  TfR, 
Further  research  looking  at  outcomes  in  our  patients  may  be  warranted.  Patients  should 
be  thoroughly  evaluated  for  potential  benefits,  and  with  an  understanding  of  the 
general  izability  of  the  DO  AC  trials,  when  switching  anticoagulation  therapy. 


BAMC  PAO  has  reviewed  the  fallowing  journal  and  finds  one  observation:  "The  view(s)  expressed 
herein  are  those  of  the  author(s)  and  do  rot  reflect  the  official  policy  or  position  of  Brooke  Army 
Medical  Center,  the  U.5.  Army  Medical  Department,  the  U,S.  Army  Office  of  the  Surgeon  General, 
the  Department  of  the  Army,  the  Department  of  the  Air  Force  and  Department  of  Defense  or  the 
U.S.  Government." 
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ATTN:  CART  RYAN  B.  SHAVER 


FROM :  502  ISCi/JA 

SUBJECT:  Ethics  Review  lor  Presentation  Approval  Request  (Shaver) 

1 .  Capt  Shaver  submitted  a  request  For  a  legal  review  of  an  abstract  tilled  "Anticoagulation 
Quality  Assessment  in  Patients  with  Nonvalvular  Atrial  Fibrillation  (NVAF)  and  Comparison 
with  Major  Trials  of  Direct-Acting  Oral  Anlicoagulals  (DOA(  's)“.  The  author  plans  to  present 
this  research  as  a  plat  Form  presentation  at  the  I  exas  Society  ot  I  lealth-Syslem 
Pharmacists/ALCALDE  in  Frisco,  Texas  on  22-24  April  2016.  1'his  legal  review  is  limited  to 
the  ethics  issues  regarding  the  presentation.  The  abstract  contains  the  required  disclaimer 
discussed  below.  The  abstract  must  also  he  submitted  For  Public  A  Flairs  approval.  There  are  no 
conflict  of  interest  issues  with  presenting  this  research  at  this  professional  society  meeting. 

2.  FACTS:  Capt  Shaver  plans  to  present  his  abstract  titled  "Anti coagulation  Quality 
Assessment  in  Patients  with  Nonvalvular  Atrial  Fibrillation  (NVAF)  and  Comparison  with  Major 
trials  of  Direct-Acting  Oral  Antieoaguiats  (i)OACs)"  at  the  1  exas  Society  of  1  lealth-System 
Pharmacists  2016  Annual  Seminar  in  Frisco,  I  exas  on  22-24  April  2016. 

5.  LAWS  AND  REGULATIONS:  DoD  5500.07- R.  Joint  Ethics  Regulation  (JER).  section 
2-305  lays  out  rules  governing ‘Teaching.  Speaking  and  Writing."  If  the  presentation  will  "deal 
in  significant  part  with  any  ongoing  or  announced  policy,  program  or  operation"  of  the  Air 
Force,  the  presenter  is  required  to  include  a  disclaimer  that  states  the  "views  presented  are  those 
of  the  speaker  or  author  and  do  not  necessarily  represent  the  views  of  DoD  or  its  Components.’’ 

4.  ANA1  YSIS:  Hie  presentation  does  not  "deal  in  significant  part  w  ith  any  ongoing  or 
announced  policy,  program  or  operation"  of  the  Air  Force,  however,  die  abstract  does  address 
research  done  as  part  of  the  author's  military  medical  practice.  Additionally,  the  presenter's 
affiliation  with  the  military  will  presumably  be  included  as  part  of  the  presentation.  I  hereforc. 
the  author  lias  included  the  required  disclaimer  that  the  views  presented  are  those  ol  the  authors 
and  do  not  necessarily  represent  the  views  of  DoD  or  its  Components  on  the  slide  presentation. 
Although  the  disclaimer  language  included  on  the  presentation  is  not  verbatim  Irom  the  JER.  the 
language  used  is  appropriate  and  clearly  captures  the  intent  ot  the  language  used  in  the  JER. 

I  here  are  no  apparent  eonlliets  of  interest  that  would  prohibit  the  presentation. 

5.  CONCLUSIONS:  The  abstract  presented  for  review  included  the  disclaimer  required  by  the 
JER.  There  are  no  eonlliets  of  interest. 


6.  If  you  have  any  questions,  please  call  me  at  2  10-671-5771 . 


ISHA  N.  FOSTER,  Captain,  USAE 
Assistant  Staff  Judue  Advocate 


1  concur. 
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